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DETAILED ACTION 

Priority 

1 . The later-filed application must be an application for a patent for an invention 
which is also disclosed in the prior application (the parent or original nonprovisional 
application or provisional application). The disclosure of the invention in the parent 
application and in the later-filed application must be sufficient to comply with the 
requirements of the first paragraph of 35 U.S.C. 112. See Transco Products, Inc. v. 
Performance Contracting, lnc. f 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 

The disclosure of the prior-filed application, Application Nos. 60/286863, 
60/274843, 10/093424, 10/093398, 10/093371, 60/449465, 60/434167, 60/418827, 
60/418642, 60/403555 fails to provide adequate support or enablement in the manner 
provided by the first paragraph of 35 U.S.C. 1 12 for one or more claims of this 
application. The earliest listed application with sufficient for compliance is 60/465722, 
filed 04/25/2003. The priority filing date for this application is therefore 04/25/2003. 

Specification 

The lengthy specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the 
specification. 
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Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

3. Claims 1-4, 6, 9-14, 17, 19-22, 24, 26-28, 31, 33-38, 40, 43-48, 51, 53, 54, 57-59 
and 63 are rejected under 35 U.S.C. 102(e) as being anticipated by Anderson et al. (US 
6911003). 

Regarding Claim 1, Anderson teaches a delivery device for delivering an implant 
to an anatomical site in a body of a patient, the device comprising, a handle (64), and a 
shaft (60) having proximal (52) and distal (58) ends and shaped to describe a plurality of 
curves substantially in a single plane along its length (fig. 2), the proximal end of the 
shaft being attached to the handle (fig. 5). 
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Regarding Claim 2, Anderson teaches the delivery device of claim 1 , wherein the 
distal end of the shaft includes a substantially straight portion (60a) bent at an angle 
relative to the shaft (60). 

Regarding Claim 3, Anderson teaches the delivery device of claim 2, wherein the 
angle is determined to accommodate a pubic bone of a patient (fig. 11). 

Regarding Claim 4, Anderson teaches the delivery device of claim 2, wherein the 
bend is in a direction toward a pubic bone of a patient to reduce likelihood of 
inadvertently puncturing internal organs (Column 9, proximate lines 7-20). 

Regarding Claim 6, Anderson teaches the delivery device of claim 2, wherein the 
angle relative to the shaft is greater than about 90 degrees (fig. 1). 

Regarding Claim 9, Anderson teaches the delivery device of claim 1 , wherein at 
least one of the curves describes an arc of greater than about 45 degrees (angle 
between portions 60b and 60c). 

Regarding Claim 10, Anderson teaches the delivery device of claim 1 , wherein at 
least one of the plurality of curves describes an arc of greater than about 60 degrees 
(angle between portions 60b and 60c). 

Regarding Claim 1 1 , Anderson teaches the delivery device of claim 1 , wherein at 
least one of the plurality of curves describes an arc of greater than about 90 degrees 
(angle between portions 60b and 60c). 

Regarding Claim 12, Anderson teaches the delivery device of claim 1 , wherein 
the handle and the shaft are reversibly attached (fig. 2). 
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Regarding Claim 13, Anderson teaches the delivery device of claim 1, including a 
connector (58) located at the distal end of the shaft for attaching to an end of the 
implant (46). 

Regarding Claim 14, Anderson teaches the delivery device of claim 13, wherein 
the connector (58) is formed integral to the shaft (60). 

Regarding Claim 17, Anderson teaches the delivery device of claim 13, wherein 
the connector includes a plug portion (58) for interfitting with a receptacle (56) on the 
end of the implant. 

Regarding Claim 19, Anderson teaches a delivery device for delivering an 
implant to an anatomical site in a body of a patient, the device comprising, a handle 
(64), and a shaft (60) having proximal and distal ends, the proximal end being 
connected to the handle (fig. 5) and the distal end including a substantially straight 
portion (60a) bent at an angle relative to the shaft. 

Regarding Claim 20, Anderson teaches the delivery device of claim 19, wherein 
the distal end of the shaft includes a substantially straight portion bent at an angle 
relative to the shaft and the bend being located along about a distal most 25% of the 
shaft (fig. 1). 

Regarding Claim 21 , Anderson teaches the delivery device of claim 20, wherein 
the angle is determined to accommodate a pubic bone of a patient (fig. 11). 

Regarding Claim 22, Anderson teaches the delivery device of claim 20, wherein 
the bend is in a direction toward a pubic bone of a patient to reduce likelihood of 
inadvertently puncturing internal organs (Column 9, proximate lines 7-20). 
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Regarding Claim 24, Anderson teaches the delivery device of claim 20, wherein 
the angle relative to the shaft is greater than about 90 degrees (fig. 1). 

Regarding Claim 26, Anderson teaches the delivery device of claim 19, wherein 
the handle and the shaft are reversibly attached (fig. 2). 

Regarding Claim 27, Anderson teaches the delivery device of claim 19, including 
a connector (58) located at the distal end of the shaft for attaching to an end of the 
implant. 

Regarding Claim 28, Anderson teaches the delivery device of claim 27, wherein 
the connector (58) is formed integral to the shaft (60). 

Regarding Claim 31 , Anderson teaches the delivery device of clam 27, wherein 
the connector includes a plug portion (58) for interfitting with a receptacle (56) on the 
end of the implant. 

Regarding Claim 33, Anderson teaches a delivery system for delivering an 
implant to an anatomical site in a body of a patient, the system comprising, an implant 
(46) having first and second ends, and a delivery device comprising a handle (64), and 
a shaft (60) having proximal and distal ends and shaped to describe a plurality of curves 
substantially in a single plane along its length, the proximal end of the shaft being 
attached to the handle. 

Regarding Claim 34, Anderson teaches the delivery system of claim 33, wherein 
the implant includes a sling for treating urinary incontinence (Column 9, proximate lines 
1-5). 
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Regarding Claim 35, Anderson teaches the delivery system of claim 34, wherein 
the sling is configured for placement at a midurethral anatomical site in the body of a 
patient (fig. 9). 

Regarding Claim 36, Anderson teaches the delivery system of claim 33, wherein 
the distal end of the shaft includes a substantially straight portion bent at an angle 
relative to the shaft (60a), the bend being located along about a distal most 25% of the 
shaft (fig. 1). 

Regarding Claim 37, Anderson teaches the delivery system of claim 36, wherein 
the angle is determined to accommodate a pubic bone of a patient (fig. 5). 

Regarding Claim 38, Anderson teaches the delivery system of claim 36, wherein 
the bend is in a direction toward a pubic bone of a patient to reduce likelihood of 
inadvertently puncturing internal organs (Column 9, proximate lines 1-5). 

Regarding Claim 40, Anderson teaches the delivery system of claim 36, wherein 
the angle relative to the shaft is greater than about 90 degrees (fig. 1). 

Regarding Claim 43, Anderson teaches the delivery system of claim 33, wherein 
at least one of the curves describes an arc of greater than about 45 degrees (angle 
between portions 60b and 60c). 

Regarding Claim 44, Anderson teaches the delivery system of claim 33, wherein 
at least one of the plurality of curves describes an arc of greater than about 60 degrees 
(angle between portions 60b and 60c). 
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Regarding Claim 45, Anderson teaches the delivery system of claim 33, wherein 
at least one of the plurality of curves describes an arc of greater than about 90 degrees 
(angle between portions 60b and 60c). 

Regarding Claim 46, Anderson teaches the delivery system of claim 33, wherein 
the handle and the shaft are reversibly attached (fig. 2). 

Regarding Claim 47, Anderson teaches the delivery system of claim 33, including 
a connector (58) located at the distal end of the shaft for attaching to the first end of the 
implant. 

Regarding Claim 48, Anderson teaches the delivery system of claim 47, wherein 
the connector is formed integral to the shaft (fig. 1). 

Regarding Claim 51 , Anderson teaches the delivery system of clam 47, wherein 
the connector includes a plug portion (58) for integrating with a receptacle on the end of 
the implant (56). 

Regarding Claim 53, Anderson teaches a method of delivering an implant to an 
anatomical site in a body of a patient, the method comprising, inserting into a body of a 
patient a shaft having proximal and distal ends and shaped to describe a plurality of 
curves substantially in a single plane along its length (fig. 4), attaching the distal end of 
the shaft to a first end of an implant (fig. 6), and positioning the implant at an anatomical 
site within the body of the patient (fig. 8). 

Regarding Claim 54, Anderson teaches the method of claim 53 comprising 
inserting the shaft into the body of the patient suprapubically (fig. 4). 
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Regarding Claim 57, Anderson teaches the method of claim 53, wherein the 
implant includes a sling (42) for treating urinary incontinence and the method includes 
positioning the sling at a midurethral location (fig. 10). 

Regarding Claim 58, Anderson teaches a method of delivering an implant to an 
anatomical site in a body of a patient, the method comprising, inserting into a body of a 
patient a shaft having proximal and distal ends, the proximal end being connected to the 
handle and the distal end including a substantially straight portion bent at an angle 
relative to the shaft attaching the distal end of the shaft to a first end of an implant (fig. 
4), and positioning the implant at an anatomical site within the body of the patient (fig. 
8). 

Regarding Claim 59, Anderson teaches the method of claim 58 comprising 
inserting the shaft into the body of the patient suprapubically (fig. 4). 

Regarding Claim 63, Anderson teaches the method of claim 58, wherein the 
implant includes a sling for treating urinary incontinence and the method includes 
positioning the sling at a midurethral location (fig. 10). 
4. Claims 1,8, 13-16, 19, 27-30, 33, 42 and 47-50 are rejected under 35 
U.S.C. 102(b) as being anticipated by Giesy et al. (US 5152749). 

Regarding Claim 1 , Giesy teaches a delivery device for delivering an implant to 
an anatomical site in a body of a patient, the device comprising, a handle (12), and a 
shaft (20) having proximal and distal ends and shaped to describe a plurality of curves 
substantially in a single plane along its length (fig. 7), the proximal end of the shaft 
being attached to the handle (fig. 2). 
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Regarding Claim 8, Giesy teaches the delivery device of claim 1 , wherein a most 
distal one of the plurality of curves includes a concave portion (20e) and a convex 
portion (20d) and the bend is formed toward the concave portion (fig. 7). 

Regarding Claim 13, Giesy teaches the delivery device of claim 1, including a 
connector (20b) located at the distal end of the shaft for attaching to an end of the 
implant (40). 

Regarding Claim 14, Anderson teaches the delivery device of claim 13, wherein 
the connector (20b) is formed integral to the shaft (20). 

Regarding Claim 15, Giesy teaches the delivery device of claim 14, wherein the 
connector includes a slot (82) formed in the shaft. 

Regarding Claim 16, Giesy teaches the delivery device of claim 14, wherein the 
slot extends from a surface of the shaft radially (82) into the shaft and axially in a distal 
direction (83) to form a substantially L- shape. 

Regarding Claim 19, Giesy teaches a delivery device for delivering an implant to 
an anatomical site in a body of a patient, the device comprising, a handle (12), and a 
shaft (20) having proximal and distal ends, the proximal end being connected to the 
handle (fig. 2) and the distal end including a substantially straight portion (20f) bent at 
an angle relative to the shaft (20e). 

Regarding Claim 27, Giesy teaches the delivery device of claim 19, including a 
connector (20b) located at the distal end of the shaft for attaching to an end of the 
implant (40). 
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Regarding Claim 28, Anderson teaches the delivery device of claim 27, wherein 
the connector (20b) is formed integral to the shaft (20). 

Regarding Claim 29, Giesy teaches the delivery device of claim 28, wherein the 
connector includes a slot (82) formed in the shaft. 

Regarding Claim 30, Giesy teaches the delivery device of claim 28, wherein the 
slot extends from a surface of the shaft radially (82) into the shaft and axially in a distal 
direction (83) to form a substantially L- shape. 

Regarding Claim 33, Giesy teaches a delivery system for delivering an implant to 
an anatomical site in a body of a patient, the system comprising, an implant (40) having 
first and second ends, and a delivery device comprising a handle (12), and a shaft (20) 
having proximal and distal ends and shaped to describe a plurality of curves 
substantially in a single plane along its length, the proximal end of the shaft being 
attached to the handle (fig. 2). 

Regarding Claim 42, Giesy teaches the delivery device of claim 33, wherein a 
most distal one of the plurality of curves includes a concave portion (20e) and a convex 
portion (20d) and the bend is formed toward the concave portion (fig. 7). 

Regarding Claim 47, Giesy teaches the delivery device of claim 33, including a 
connector (20b) located at the distal end of the shaft for attaching to an end of the 
implant (40). 

Regarding Claim 48, Anderson teaches the delivery device of claim 47, wherein 
the connector (20b) is formed integral to the shaft (20). 
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Regarding Claim 49, Giesy teaches the delivery device of claim 48, wherein the 
connector includes a slot (82) formed in the shaft. 

Regarding Claim 50, Giesy teaches the delivery device of claim 48, wherein the 
slot extends from a surface of the shaft radially (82) into the shaft and axially in a distal 
direction (83) to form a substantially L- shape. 

5. Claims 1, 2, 5, 7, 13, 18, 19, 20, 13, 25, 27, 32, 33, 36, 39, 41, 47 and 52 are 
rejected under 35 U.S.C. 102(e) as being anticipated by Raz et al. (US 669171 1). 

Regarding Claim 1 , Raz teaches a delivery device for delivering an implant to an 
anatomical site in a body of a patient, the device (fig. 8a) comprising, a handle (24), and 
a shaft (28) having proximal and distal ends and shaped to describe a plurality of curves 
substantially in a single plane along its length (referring to fig. 8, one curve is at the 
point of character 28, and a second curve is located at the circular close up of the distal 
end), the proximal end of the shaft being attached to the handle. 

Regarding Claim 2, Raz teaches the delivery device of claim 1, wherein the distal 
end of the shaft includes a substantially straight portion (distal most portion) bent at an 
angle relative to the shaft (28). 

Regarding Claim 5, Raz teaches the delivery device of claim 2, wherein the angle 
relative to the shaft is about 90 degrees. 

Regarding Claim 7, Raz teaches the delivery device of claim 2, wherein the angle 
relative to the shaft is less than about 90 degrees (it is noted that "about 90 degrees" 
may be slightly more than 90 degrees, and therefore an angle of 90 degrees is less than 
about 90 degrees). 
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Regarding Claim 13, Raz teaches the delivery device of claim 1, including a 
connector (distal most portion of shaft 28) located at the distal end of the shaft for 
attaching to an end of the implant. 

Regarding Claim 18, Raz teaches the delivery device of claim 13, wherein the 
connector includes a receptacle portion for interfitting with a mating connector on the 
end of the implant (Column 4, proximate lines 1-9). 

Regarding Claim 19, Raz teaches a delivery device for delivering an implant to 
an anatomical site in a body of a patient, the device (fig. 8a) comprising, a handle (24), 
and a shaft (28) having proximal and distal ends and shaped to describe a plurality of 
curves substantially in a single plane along its length (referring to fig. 8, one curve is at 
the point of character 28, and a second curve is located at the circular close up of the 
distal end), the proximal end of the shaft being attached to the handle and the distal end 
including a substantially straight portion (distal most portion) bent at an angle relative to 
the shaft (28). 

Regarding Claim 20, Raz teaches the delivery device of claim 19, wherein the 
distal end of the shaft includes a substantially straight portion (distal most portion) bent 
at an angle relative to the shaft (28). 

Regarding Claim 23, Raz teaches the delivery device of claim 20, wherein the 
angle relative to the shaft is about 90 degrees. 

Regarding Claim 25, Raz teaches the delivery device of claim 20, wherein the 
angle relative to the shaft is less than about 90 degrees (it is noted that "about 90 
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degrees" may be slightly more than 90 degrees, and therefore an angle of 90 degrees is 
less than about 90 degrees). 

Regarding Claim 27, Raz teaches the delivery device of claim 19, including a 
connector (distal most portion of shaft 28) located at the distal end of the shaft for 
attaching to an end of the implant. 

Regarding Claim 32, Raz teaches the delivery device of claim 27, wherein the 
connector includes a receptacle portion for interfitting with a mating connector on the 
end of the implant (Column 4, proximate lines 1-9). 

Regarding Claim 33, Raz teaches a delivery device for delivering an implant to 
an anatomical site in a body of a patient, the device (fig. 8a) comprising, an implant 
having first and second ends (column 3, proximate lines 43-55), a handle (24), and a 
shaft (28) having proximal and distal ends and shaped to describe a plurality of curves 
substantially in a single plane along its length (referring to fig. 8, one curve is at the 
point of character 28, and a second curve is located at the circular close up of the distal 
end), the proximal end of the shaft being attached to the handle 

Regarding Claim 36, Raz teaches the delivery device of claim 19, wherein the 
distal end of the shaft includes a substantially straight portion bent at an angle relative 
to the shaft and the bend being located along about a distal most 25% of the shaft (fig. 

D- 

Regarding Claim 39, Raz teaches the delivery device of claim 36, wherein the 
angle relative to the shaft is about 90 degrees. 
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Regarding Claim 41 Raz teaches the delivery device of claim 36, wherein the 
angle relative to the shaft is less than about 90 degrees (it is noted that "about 90 
degrees" may be slightly more than 90 degrees, and therefore an angle of 90 degrees is 
less than about 90 degrees). 

Regarding Claim 47, Raz teaches the delivery device of claim 33, including a 
connector (distal most portion of shaft 28) located at the distal end of the shaft for 
attaching to an end of the implant. 

Regarding Claim 52, Raz teaches the delivery device of claim 47, wherein the 
connector includes a receptacle portion for interfitting with a mating connector on the 
end of the implant (Column 4, proximate lines 1-9). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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7. Claims 55, 56, 60, 61, 62 and 64 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Anderson over Petros as a matter of design choice. Anderson 
teaches all limitations of preceding claims 53 and 58, and further teaches wherein the 
implant includes a sling (46) with first and second ends for treating urinary incontinence 
and the method includes positioning the sling in a loop around a midurethral location 
(fig. 1 1) with the ends of the sling extending from the midurethral location along an 
anterior surface of the pubic bone of the patient. 

Anderson fails to disclose wherein the shaft is introduced into the body of the 
patient transvaginal^, prepubically or transobturally. Petros teaches an implant delivery 
device introduced transvaginal^ (figs. 2-4) The application discloses wherein the same 
instrument is capable of performing each procedure and the applicant fails to disclose 
any advantage of using a prebubic or transobtural procedure rather than a suprapubic 
approach as disclosed by Anderson or transvaginal approach as taught by Petros. 
Since the applicant has not disclosed that these two methods provide any advantage 
over the suprapubic procedure, and the device of Anderson is capable of performing a 
transvaginal approach as taught by Petros, or prepubic or transobtural procedure to 
place a surgical implant at a midurethral area, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to perform the procedure 
using the device transvaginal^ as disclosed by Petros, or prepubically or transobturally 
as a matter of design choice. 
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Conclusion 



8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalie Pous whose telephone number is (571) 272- 
6140. The examiner can normally be reached on Monday-Friday 8:00am-5:30pm, off 
every 2nd Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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